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T Cell PROCESSING

Policy 

T cells are collected from peripheral blood either by venesection (whole blood) = T Cells (WB) or by apheresis = T Cells(A) to provide therapeutic doses for clinical treatment of patients with relapsed disease post allograft. 

T cell products may be infused fresh, as a single dose, or cryopreserved in doses from 1 - 100 x 106/kg.

Scope

This procedure describes the processing of T cells for infusion or cryopreservation. 

For the full cryopreservation procedure, refer to HPC Cryopreservation DOC94.
Responsibilities

· Medical Consultants are responsible for instructing (Insert manufacturer’s name) staff of requirements for T cell processing for fresh infusion or cryopreservation. 

· (Insert manufacturer’s name) staff are responsible for processing of T cell products as required.

· (Insert manufacturer’s name) Production Manager is responsible for notifying the relevant Medical Consultants of cell enumeration results and if the product is unsuitable for infusion or cryopreservation.

MATERIALS

As listed on the Haemopoietic Evaluation Form and T Cell Cryopreservation Form.

Procedure

1. Sample product bag for microbial contamination testing, WBC cell count and CD3 enumeration. Refer to Haemopoietic Product Evaluation for procedures and calculations.

2. Filter products collected external to (Insert hospital name). Refer to Haemopoietic Product Evaluation.
3. If total product is to be infused immediately, use a SmartSite add-on bag access device for sampling.

4. If a portion of the product is to be infused: 

· Calculate and record volume of cells to be removed (see below).

· Insert SmartSite add-on bag access device into a transfer pack (line removed).

· Using a syringe, transfer required volume of product into the infusion bag.

5. Complete the Haemopoietic Evaluation Form.
6. Proceed to preparation for cryopreservation, if required.
CALCULATION

Infusion vol (mL) = CD3 cells requested (x106/kg) ( CD3 cells collected (x106/kg) ( product vol (mL)

preparation for cryopreservation 

Generally 2 bags of each incremental dose are cryopreserved.

For low CD3 doses, the addition of donor plasma may be required to adjust the volume of the graft to fit within the determined cryopreservation bag volume requirements.

1. Determine total CD3 cell concentration (x106/kg /mL) in product

CD3 cell dose requested (x106/kg) ( product volume (mL) = CD3x106/kg /mL

2. For CD3 cell doses <10 x106/kg, calculate volume of product to remove for each dose.  

Total CD3 cell dose vol (mL) = number of bags ( CD3 dose (x106/kg) ( CD3 cell conc (x106/kg /mL)
3. Place each incremental CD3 cell dose into one appropriate sized cryopreservation bag for that dose. 

4. Determine CD3 cell dose and volume remaining of product after low CD3 doses have been removed (subtract from initial results).

5. Calculate the volume of plasma to remove. 

6. Record results on T Cell Cryopreservation Form.
7. Plasma reduction is performed on the Sigma centrifuge. Refer to HPC Plasma Reduction.

8. Recalculate total CD3 cell concentration (x106/kg/mL) in product.

9. Determine volume of product to remove for remaining requested CD3 doses.

10. Proceed to cryopreservation. Refer to Haemopoietic Cryopreservation.

Records

Records of all processing and test results are stored in the (Insert manufacturer’s name) product file.

Forms

Haemopoietic Evaluation Form FORM92

T Cell Cryopreservation Form FORM109

DOCUMENTS

Haemopoietic Product Evaluation DOC77

HPC Plasma Reduction DOC98

Haemopoietic Cryopreservation DOC94
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